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INTERNATIONAL PRELIMINARY 

EXAMINATION rIEPQRT . International applicatign No, PCXyEP 03A)9622 



I. Basis of the report 

1 . With regard to the elements of the international application (Replacement sheets which have been furnished to 
the receiving Office in response to an invitation under Article 14 are referred to in this report as "originally filed" 
and are not annexed to this report since they do not contain amendments (Rules 70. 16 and 70.17)): 

Description, Pages 

1-9 as originally filed * ' 

Claims, Numbers 

1-18 as originally filed 

2. With regard to the language, all the elements marked above were available or furnished to this Authority in the 
language in which the International application was filed, unless otherwise indicated under this Item, 

These elements were available or furnished to this Authority in the following language: , which is: 

□ the language of a translation furnished for the purposes of the international search (under Rule 23,1 (b)). 

□ the language of publication of the international application (under Rule 48.3(b)). 

□ the language of a translation furnished for the purposes of international preliminary examination (under 
Rule 55.2 andA^r 55.3). 

3. With regard to any nucleotide and/or amino acid sequence disclosed in the international application, the 
International preliminary examination was carried out on the basis of the sequence listing: 

□ contained in the international application in written forni. 

□ filed together with the international application in computer readable form. 

□ furnished subsequently to this Authority in written form. 

□ furnished subsequently to this Authority in computer readable form. 

□ The statement that the subsequently furnished written sequence listing does not go beyond the disclosure 
in the international application as filed has been furnished. 

□ The statement that the Information recorded in computer readable form is identical to tine written sequence 
listing has been fumlshed. 

4. The amendments have resulted in the cancellation of: 

□ the description, pages: 

□ the claims, Nos.: 

□ the drawings, sheets: 

5. □ This report has been established as if (some of) the amendments had not been made, since they have 

been considered to go beyond the disclosure as filed (Rule 70,2(c)). 

(Any replacement sheet containing such amendments must be referred to under item 1 and annexed to this 
report.) 

6. Additional observations, if necessary: 
see separate sheet 
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III. Non-establishment of opinion with regard to novelty, Inventive step and industrial applicability 

1. The questions whether the claimed invention appears to be novel, to involve an Inventive step (to be non-' 
obvious), or to be induistrially applicable have not been examined in respect of: 

□ the entire international application, 

. claims Nos. 1 -1 6,1 8 (with respect to Industrial applicability) 
because: 

lEI the said intemalional application, or the said claims Nos. 1 -1 6,1 8 relate to the following subject matter 
which does not require an international preliminary examination (specify): 

see separate sheet 

□ the description, claims or drawings (indicate particuiar elements below) or said claims Nos. are so unclear 
that no meaningful opinion could be formed (specify): 

□ the claims, or said claims Nos. are so inadequately supported by the description that no meaningf ul opinion 
could be formed. 

□ no international search report has been established for the said claims Nos. 

2. A meaningful international preliminary examination cannot be carried out due to the failure of the nucleotide and/ 
or amino acid sequence listing to comply with the standard provided for in Annex C of the Administrative 
Instructions: 

□ the written form has not been furnished or does not comply with the Standard. 

□ the computer readable fomn has not been furnished or does not comply with the Standard. 

V. Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 

1. Statement 



Novelty (N) 


Yes: 


Claims 


2-14,16 




No: 


Claims 


1,15,17,18 


Inventive step (IS) 


Yes: 


Claims 






No: 


Claims 


1-18 


Industrial applicability (lA) 


Yes: 


Claims 


17 




No: 


Claims 





2. Citations and explanations 
see separate sheet 



Form PCT/IPEA/ 409 (January 2004) 



Available Copy 



fJ^SHiftVS.^^^ PRELIMINARY International application No. PCT/EP 03/09622 

EXAMINATION REPORT - SEPARATE SHEET vo/u»o^^ 



Re Iteni ill 

Non-establishment of opinion with regard to novelty, inventive step and industrial 
applicability 

3.1 Claims 1 - 16 and 18 relate to subject-matter considered by this Authority to be 
covered by the provisions of Rule 67.1 (iv) PCT. Consequently, no opinion will be 
formulated with respect.to the industrial applicability of the subject-matter of these claims 
(Article 34(4)(a)(l) PCT). 

. • • • 

Re Item V 

Reasoned statement with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 

5.1 Reference is made to the following documents: 

D1: WO 02 12235 A (KATO TOMOKI ;PFIZER PHARMA (JP); SHISHIDO YUJI 
(JP); IKEDA TAKAFUM) 14 February 2002 (2002-02-14) 

D2: US 2002/1 15680 A1 (PIEPER MICHAEL PAUL ET AL) 22 August 2002 (2002- 
08-22) 

D3: WO 01 28562 A (NISHIBE YOSHIHISA ;NAGANO ATSUHIRO (JP)- TEIJIN 

LTD (JP); TAKANASH) 26 April 2001 (2001 -04-26) 
D4: SCHMIDT BERNHARD M W ET AL: The new topical steroid ciclesonlde is 

effective in the treatment of allergic riilnitis' JOURNAL OF CLINICAL 

PHARMACOLOGY, vol. 39, no. 10, October 1999 (1999-10), pages 1062-1069 

XP008024248 ISSN: 0091-2700 
D5: EP-A-0 903 151 (ASTA MEDICA AG) 24 March 1999 (1999-03-24) 
D6: MATTILA MAURI J ET AL: Variations among non-sedating antihistamines: Are 

there real differences?' EUROPEAN JOURNAL OF CLINICAL 

PHARMACOLOGY, vol. 55, no. 2. April 1999 (1999-04), pages 85-93 

XP002260456 ISSN: 0031-6970 

5.2 NOVELTY 

The document D1 discloses 1 ,4-dihydropyridlnes which may be used In combination 
with ciclesonlde and antihistamines (cetlrizlne. loratadlne. desloratadine. fexofenadine 
astemizole. azelastlne, chlorpheniramine) and the use of the combination for the treatment 
of riiinitis (claim 18; page 25, line 31; page 23, lines 19-31). 

D2 teaches about a composition comprising anticholinergics which may be combined 
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with ciclesonide and antihistaminics (clalrps; page 12, paragraph [0177]; page 13, 
paragraph [0179]). 

The present application thus does not meet the criteria of Article 33(1 ) PCT, because 
the subject-matter pf claims 1,15,17 and 1 8 is not new in the sense of Article 33(2) PCT. 

5.3 INVENTIVE STEP * 

The present application does not meet the criteria of Article 33(1 ) PCT, because the 
subject-^matter of claims 1-18 does not involve ah inventive step in the sense of Article 
33(3) PCT. 

The documents D3 and D4 are regarded as being the closest prior art, and both 
disclose compositions comprising ciclesonide and their use for the treatment of allergic 
rtiinitis (D3: claims 1 - 23; D4: page 1062, abstract) 

The present application differs from these known D3 and D4 in that antihistamines 
are added to the pharmaceutical composition. 

The problem to be solved by the present invention may therefore be regarded as 
providing for an effective treatment of allergic rhinitis. 

However, the documents D5 and D6 both report that antihistamines are effective in 
the treatment of allergic rhinitis and conjunctivitis (D5: page 2, paragraphs [0002], [006] 
and [007]; D6: page 90, left-hand column to page 91, left-hand column). 

In the absence of evidence that the combination of both agents (I.e. ciclesonide + 
antihistamines) is related to a new and surprising effect when compared to the use of 
either agent alone, it is considered that the subject-matter of claims 1,17 and 18 lacks 
inventive step (Article 33(3) PCT). 

The same applies to the subject-matter of the dependent claims 2-16 which 
apparently do not contain any technical features which could be regarded as inventive per 
se. 

5.4 For the assessment of the present claims 1-16 and 1 8 on the question whether they 
are industrially applicable, no unified criteria exist in the PCT Contracting States. The 
patentability can also be dependent upon the fonnulation of the claims. The EPO, for 
example, does not recognize as industrially applicable the subject-matter of claims to the 
use of a compound in medical treatment, but may allow, however, claims to a known com- 
pound for first use In medical treatment and the use of such a compound for the 
manufacture of a medicament for a new medical treatment. 



Form PCT/SeparateSheeV409 (Sheet 2) (EPO-April 1997) BOSt AVQllOblO COPY 



INTERNATIONAL PRELIMINARY International application No. PCT/EP 03/09622 
EXAMINATION REPORT - SEPARATE SHEET ■_ 

5.5 ADDITIONAL OBSERVATIONS 

Present claims 1-14 and 16 - 18 relate to compounds defined by reference to a 
desirable characteristic or property, namely "antihistamine" and "osnriptic pressure- 
controlling agent". The claims cover all compounds having this characteristic or property, 
whereas the application provides support and disclosure within the meaning of Article 6 
PCT for only a very limited number of such compounds. Consequently, the claims lack 
support and the application lacks of disclosure. Jncjependent for the above reasoning, the 
claims also lack clarity (Article 6 PCT). An attempt is made to define the compounds by 
their pharmacological profile, rendering the protection of said claims obscure. It is pointed 
out that a compound cannot be sufficiently characterised by its pharmacological profile or 
its mode of action. The use of such a functional definition is vague and unclear and leaves 
the reader in doubt as to the meaning of the technical feature (i.e. the compounds) to 
which it refers. 

It is also pointed out that a detailed description of at least one way of carrying out the 
invention must be given. The description must disclose any feature essential for carrying 
out the invention in sufficient detail to render it obvious to the skilled person how to put the 
invention into practice. It is a well-established and accepted principle that, for the purpose 
of patent protection of a medical application of a substance (or combination of 
substances), a phamfiacological effect observed either in vitro or on animal models is 
required to provide evidence of a therapeutic application. In the absence of evidence that 
the claimed combination of ciclesonide and antihistamines has an effect on allergic rtiinitis 
and/or allergic conjunctivitis, it is considered that claims 1 - 18 do not meet requirements 
of Article 5 PCT. 
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